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Claim Objections 

1. Claims 1, 2, and 15 are objected to because of the following informality: 
a) Claim 1, line 2: insert ~ a - between "coating" and "substrate"; 

a) Claim 2, line 2: — said ~ should be inserted between "to" and "radiant"; and 
c) Claim 15, line 3: insert ~ a — between "comprising" and "substrate". 

Appropriate correction is required. 

Claim Rejections - 35 USC § 112 

2. Claims 3, 6, and 8-21 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention: 

a) Claim 3, line 2: ~ radiant -- should be inserted between "said" and "energy"; 

b) Claim 6 recites the limitation "said feeding" in line 1 . There is insufficient antecedent 
basis for this limitation in the claim. Note that claim 3, from which claim 6 appears to properly 
depend, recites "is fed"; 

c) Claim 8 recites the limitation "dried reagent" in line 1. There is insufficient antecedent 
basis for this limitation in the claim; 

Note that dependent claims will have the deficiencies of base and intervening claims. 
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Claim Rejections - 35 USC § 102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

4. Claims 1, 4, 5, 8, 9-13, and 18 are rejected under 35 U.S.C. 102(b) as being clearly 
anticipated by Shieh et al. (US 5,401,377). 

Addressing Claim 1, The Shieh et al. reference teaches a method of producing a reagent- 
coated substrate comprising 

coating substrate with reagent in solution (claim 16, step (c) and col. 11, In. 45 - col. 12, 
In. 22), and 

exposing the solution to radiant energy provided by at least one radiant energy heater 
(col. 12, 11. 23-39, especially col. 12, 11. 30-37). 

Addressing Claim 4, a cross-section of one stripe is shown in Figure 1 A 

Addressing Claim 5, although not stated the substrate inherently will be reflective to 
some extent as no perfect black body is known. 

Addressing Claim 8, Figures 1 and 1A show a substantially uniform thickness of dried 
reagent. 
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Addressing Claim 9, an inert backing layer (12,29) and a metallic coating (14, 24) are 
shown in Figures 1 and 1 A. 

Addressing Claims 10-12, the coated substrate in the Shieh et al. reference is in a test 
strip, more precisely a reagent test strip, and still more precisely an electrochemical-type test 
strip (the abstract and Figure 2). 

Addressing Claim 13, a pair of electrodes and a spacer as claimed are disclosed in 
Figure 1A and col. 4, In. 55 - col. 5, In. 13. 

Addressing Claim 18, Applicant's detecting and relating steps are taught by Example 1 
(col. 14, 11. 7-57) and Example 5 (col. 16, 11. 20-48), which teach making hydrogen ion and 
sodium ion concentration measurements, respectively. 

5. Claims 1, 5, and 10-12 are rejected under 35 U.S.C. 102(b) as being anticipated by van 
derWaletal. (US 5,238,548). 

Addressing Claim 1, the van der Wal et al. reference teaches a method of producing a 
reagent-coated substrate comprising 

coating substrate with reagent in solution (col. 4, 11. 50-59), and 

exposing the solution to radiant energy provided by a t least one radiant energy heater, 
(col. 4, 11. 50-59, especially col. 4, 11. 41-43). 
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Addressing Claim 5, although not stated the substrate inherently will be 
some extent, as no perfect black body is known. 

Addressing Claims 10-12, the coated substrate in the van der Wal reference is in a test 
strip, more precisely a reagent test strip, and still more precisely an electrochemical-type test 
strip (the abstract and Figure 1 A). 

6. Claims 1, 4, 5, 8, 9-12, and 18 are rejected under 35 U.S.C. 102(b) as being clearly 
anticipated by Hanazato et al. (US 4,894,339). 

Addressing claim 1, the Hanazato et al. reference teaches a method of producing a 
reagent-coated substrate comprising 

coating substrate with reagent in solution (col. 2, 11. 37), and 

exposing the solution to radiant energy provided by at least one radiant energy heater 
(col. 2, 11. 37-47). 

Addressing Claim 4, a top view of one stripe is shown in Figure 4. 

Addressing Claim 5, although not stated the substrate inherently will be reflective to 
some extent, as no perfect black body is known. 



Page 5 



reflective to 
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Addressing Claim 8, Figures 3C and 5 show a substantially uniform thickness of dried 
reagent. 

Addressing Claim 9, an inert backing layer (1111) and a metallic coating (113, 114) are 
shown in Figure 4. 

Addressing Claims 10-12, the coated substrate in the Hanazato reference is in a test strip, 
more precisely a reagent test strip, and still more precisely an electrochemical-type test strip (the 
abstract and Figure 11). 

Addressing Claim 18, Applicant's detecting and relating steps is taught by 
Example 12 (col. 14, 11. 25-36) which teaches making glucose ion concentration measurements. 

Claim Rejections -35 USC §103 

7. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 
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8. This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1.56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 



9. Claims 7 and 19 are rejected under 35 U.S.C. 103(a) as being unpatentable over Shieh et 
al. (US 5,401,377). 

Addressing Claim 7, the Shieh et al. reference teaches a method of producing a reagent- 
coated substrate comprising 

coating substrate with reagent in solution (claim 16, step (c) and col. 11, In. 45 - col. 12, 
In. 22), and 

exposing the solution to radiant energy provided by at least one radiant energy heater 
(col. 12, 11. 23-39, especially col. 12, 11. 30-37). 

The Shieh et al. reference does not mention the intensity of the radiant energy; however, 
barring evidence to the contrary, such as unexpected results, choosing the intensity of the radiant 
energy, such as an intensity within the claimed range, is just a matter of optimizing the coating 
method. The intensity of the radiant energy used will be primarily limited by possible damage to 
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the coating or substrate. For example, an excessive intensity of radiant energy can damage the 
reagent, such as an enzyme, directly or indirectly, by excessive heating. 

Addressing claim 19, the Shieh et al. reference teaches a method for determining the 
concentration of an analyte in a sample, the method comprising providing a reagent-coated 
substrate prepared (as required by claim 8) by 

coating substrate with reagent in solution (claim 16, step (c) and col. 11, In. 45 - col. 12, 
In. 22), and 

exposing the solution to radiant energy provided by at least one radiant energy heater 
(col. 12, 11. 23-39, especially col. 12, 11. 30-37). 

Note that Figures 1 and 1 A show a substantially uniform thickness of dried reagent. 

Applicant's detecting and relating steps are taught by Example 1 (col. 14, 11. 7-57) and 
Example 5 (col. 16, 11. 20-48), which teach making hydrogen ion and sodium ion concentration 
measurements, respectively. 

Although not specifically mentioned, it would have been obvious to one with ordinary 
skill in the art at the time the invention was made to make measurements on a biological sample 
because the Shieh et al. reference teaches that it can be so used (col. 5, 11. 10-13). 
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10. Claims 14-16 and 21 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Shieh et al. (US 5,401,377) in view of Nankai et al. (US 5,266,179) and North et al. 
(US 5,221,457). 

Addressing claim 14, the Shieh et al. reference teaches a method of producing a reagent- 
coated substrate comprising 

coating substrate with reagent in solution (claim 16, step (c) and col. 11, In. 45 - col. 12, 
In. 22), and 

exposing the solution to radiant energy provided by at least one radiant energy heater 
(col. 12, 11. 23-39, especially col. 12, 11. 30-37). 

Note that Figures 1 and 1 A show a substantially uniform thickness of dried reagent. 

The Shieh et al. reference does not mention whether the reagent test strip can be read by a 
hand meter; however, adapting a reagent test strip so that it can be read by a hand meter was 
known at the time of the invention as shown by the abstract and Figure 3 of the Nankai et al. 
reference and the abstract and Figure 1 of the North et al. reference. It would have been obvious 
to one with ordinary skill in the art at the time the invention was made to adapt the reagent test 
strip so that it can read by a hand meter as taught by the Nankai et al. reference and the North et 
al. reference because the Shieh et al. reference teaches that the reagent test strip is miniature and 
may comprise part of a kit for analyzing biological fluids and for titrations (col. 5, 11. 10-13) and 
if the reagent test strip can be read by a hand meter it will be more convenient to use and on-site 
results of the measuremetns can be readily obtained. 
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Addressing claim 15, the Shieh et al. reference teaches a system for determining the 
concentration of an analyte in a physiological sample comprising a reagent test strip prepared (as 
required by claim 8) by 

coating substrate with reagent in solution (claim 16, step (c) and col. 1 1, In. 45 - col. 12, 
In. 22), and 

exposing the solution to radiant energy provided by at least one radiant energy heater 
(col. 12, 11. 23-39, especially col. 12, 11. 30-37). 

Note that Figures 1 and 1 A show a substantially uniform thickness of dried reagent. 

The Shieh et al. reference does not mention a hand meter that can interface with the 
reagent test strip; however, adapting a reagent test strip so interface with and be read by a hand 
meter was known at the time of the invention as shown by the abstract and Figure 3 of the 
Nankai et al. reference and the abstract and Figure 1 of the North et al. reference. It would have 
been obvious to one with ordinary skill in the art at the time the invention was made to adapt the 
reagent test strip so that it can read by a hand meter as taught by the Nankai et al. reference and 
the North et al. reference because the Shieh et al. reference teaches that the reagent test strip is 
miniature and may comprise part of a kit for analyzing biological fluids and for titrations (col. 5, 
11. 10-13) and if the reagent test strip can be read by a hand meter it will be more convenient to 
use and on-site results of the measurements can be readily obtained. 

Addressing claim 16, the reagent test strip being received by the meter is shown in 
Figure 2 of the Nankai et al. reference and implied by col. 2, 11. 39-42, which teaches that the 
sensor can be inserted into the meter. 
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Addressing claim 21, the Shieh et al. reference teaches a method for determining the 
concentration of an analyte in a sample, the method comprising providing a reagent-coated 
substrate prepared (as required by claim 8) by 

coating substrate with reagent in solution (claim 16, step (c) and col. 11, In. 45 - col. 12, 
In. 22), and 

exposing the solution to radiant energy provided by at least one radiant energy heater 
(col. 12, 11. 23-39, especially col. 12, 11. 30-37). 

Note that Figures 1 and 1 A show a substantially uniform thickness of dried reagent. 

Applicant's detecting and relating steps are taught by Example 1 (col. 14, 11. 7-57) and 
Example 5 (col. 16, 11. 20-48), which teach making hydrogen ion and sodium ion concentration 
measurements, respectively. 

The Shieh et al. reference does not mention a hand meter that can interface with the 
reagent test strip; however, adapting a reagent test strip so interface with and be read by a hand 
meter was known at the time of the invention as shown by the abstract and Figure 3 of the 
Nankai et al. reference and the abstract and Figure 1 of the North et al. reference. It would have 
been obvious to one with ordinary skill in the art at the time the invention was made to adapt the 
reagent test strip so that it can read by a hand meter as taught by the Nankai et al. reference and 
the North et al. reference because the Shieh et al. reference teaches that the reagent test strip is 
miniature and may comprise part of a kit for analyzing biological fluids and for titrations (col. 5, 
11. 10-13) and if the reagent test strip can be read by a hand meter it will be more convenient to 
use and on-site results of the measurements can be readily obtained. 
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1 1 . Claim 17 is rejected under 35 U.S.C. 103(a) as being unpatentable over Shieh et al. 

(US 5,401,377) in view of Leader et al. (US 5,421,981) and Savage et al. (US 5,284,570). 

Addressing claim 17, the Shieh et al. reference teaches a kit (col. 5, 11. 10-13) comprising 
a reagent-coated substrate for use in determining the concentration of an analyte in a 

physiological sample, comprising 

a reagent test strip prepared (as required by claim 8) by 

coating substrate with reagent in solution (claim 16, step (c) and col. 11, In. 45 - col. 12, 
In. 22), and 

exposing the solution to radiant energy provided by at least one radiant energy heater 
(col. 12, 11. 23-39, especially col. 12, 11. 30-37). 

Note that Figures 1 and 1 A show a substantially uniform thickness of dried reagent. 

The Shieh et al. reference does not mention providing a reagent test strip in a kit that also 
includes directions for use, a means for obtaining a physiological sample and an analyte 
standard. 

The Leader et al. reference and the Savage et al. reference teach providing in a kit for a 
reagent test strip means for obtaining a physiological sample and an analyte standard (in the 
Leader, et al. reference seethe abstract; Figure 1; col. 14, 11. 1-4; and col. 14, 11. 34-41. in the 
Savage et al. reference see the abstract and Figure 4). It would have been obvious to one with 
ordinary skill in the art at the time the invention was made to include in a kit for a reagent test 
strip means for obtaining a physiological sample and an analyte standard as taught by the Leader 
et al. reference and the Savage et al. reference in the Shieh et al. reference because it is more 
convenient for the person who will use the reagent test strip to have the necessary components 
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altogether in a kit so that the reagent test strip can be more quickly set up for use than if these 
components were separately stored. 

As for directions for use, it would have been obvious to provide such directions so that 
the reagent test strip will be properly used. 

12. Claims 7, 8, and 18 are rejected under 35 U.S.C. 103(a) as being unpatentable over van 
derWaletal. (US 5,238,548). 

Addressing Claim 7, the van der Wal et al. reference teaches a method of producing a 
reagent-coated substrate comprising 

coating substrate with reagent in solution (col. 4, 11. 50-59), and 

exposing the solution to radiant energy provided by at least one radiant energy heater 
(col. 4, 11. 50-59, especially col. 4, 11. 41-43). 

The van der Waal et al. reference does not mention the intensity of the radiant energy; 
however, barring evidence to the contrary, such as unexpected results, choosing the intensity of 
the radiant energy, such as an intensity within the claimed range, is just a matter of optimizing 
the coating method. The intensity of the radiant energy used will be primarily limited by 
possible damage to the coating or substrate. For example, an excessive intensity of radiant 
energy can damage the reagent, such as an enzyme, directly or indirectly, by excessive heating. 

Addressing Claim 8, the van der Wal et al. reference teaches a method of producing a 
reagent-coated substrate comprising 

coating substrate with reagent in solution (col. 4, 11. 50-59), and 
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exposing the solution to radiant energy provided by at least one radiant energy heater 
(col. 4, 11. 50-59, especially col. 4, 11. 41-43). 

The van der Waal et al. reference does not mention a substantially uniform dried reagent 
thickness; however, it would have been obvious to one with ordinary skill in the art at the time 
the invention was made to make the dried reagent layer uniform because this will increase the 
likelihood of uniform exposure of sample to reagent. 

Addressing Claim 18, Applicant's detecting and relating steps are taught by 
Examples 1-3 (col. 4, In. 33 - col. 5, In. 11) which teaches making calcium ion concentration 
measurements. 



13. Claims 14-16 and 21 are rejected under 35 U.S.C. 103(a) as being unpatentable over van 
der Wal et al. (US 5,238,548) in view of Nankai et al. (US 5,266,179) and North et al. 
(US 5,221,457). 

Addressing claim 14, the van der Wal et al. reference teaches a method of producing a 
reagent-coated substrate comprising 

coating substrate with reagent in solution (col. 4, 11. 50-59), and 

exposing the solution to radiant energy provided by at least one radiant energy heater 
(col. 4, 11. 50-59, especially col. 4, 11. 41-43). 

The van der Waal et al. reference does not mention a substantially uniform dried reagent 
thickness; however, it would have been obvious to one with ordinary skill in the art at the time 
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the invention was made to make the dried reagent layer uniform because this will increase the 
likelihood of uniform exposure of sample to reagent. 

The van der Waal et al. reference also does not mention whether the reagent test strip can 
be read by a hand meter; however, adapting a reagent test strip so that it can be read by a hand 
meter was known at the time of the invention as shown by the abstract and Figure 3 of the 
Nankai et al. reference and the abstract and Figure 1 of the North et al. reference. It would have 
been obvious to one with ordinary skill in the art at the time the invention was made to adapt the 
reagent test strip so that it can read by a hand meter as taught by the Nankai et al. reference and 
the North et al. reference because if the reagent test strip can be read by a hand meter it will be 
more convenient to use and on-site results of the measurements can be readily obtained. 

Addressing claim 15, the van der Waal et al. reference teaches a system for determining 
the concentration of an analyte in a physiological sample comprising a reagent test strip prepared 
(as required by claim 8) by 

coating substrate with reagent in solution (col. 4, 11. 50-59), and 

exposing the solution to radiant energy provided by at least one radiant energy heater 
(col. 4, 11. 50-59, especially col. 4, 11. 41-43). 

The van der Waal et al. reference does not mention a substantially uniform dried reagent 
thickness; however, it would have been obvious to one with ordinary skill in the art at the time 
the invention was made to make the dried reagent layer uniform because this will increase the 
likelihood of uniform exposure of sample to reagent. 
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The van der Waal et al. reference does not mention a hand meter that can interface with 
the reagent test strip; however, adapting a reagent test strip so interface with and be read by a 
hand meter was known at the time of the invention as shown by the abstract and Figure 3 of the 
Nankai et al. reference and the abstract and Figure 1 of the North et al. reference. It would have 
been obvious to one with ordinary skill in the art at the time the invention was made to adapt the 
reagent test strip so that it can read by a hand meter as taught by the Nankai et al. reference and 
the North et al. reference because if the reagent test strip can be read by a hand meter it will be 
more convenient to use and on-site results of the measurements can be readily obtained. 

Addressing claim 16, the reagent test strip being received by the meter is shown in 
Figure 2 of the Nankai et al. reference and implied by col. 2, 11. 39-42, which teaches that the 
sensor can be inserted into the meter. 

Addressing Claim 21, the van der Wal et al. reference teaches a method of producing a 
reagent-coated substrate comprising 

coating substrate with reagent in solution (col. 4, 11. 50-59), and 

exposing the solution to radiant energy provided by at least one radiant energy heater 
(col. 4, 11. 50-59, especially col. 4, 11. 41-43). 

The van der Waal et al. reference does not mention a substantially uniform dried reagent 
thickness; however, it would have been obvious to one with ordinary skill in the art at the time 
the invention was made to make the dried reagent layer uniform because this will increase the 
likelihood of uniform exposure of sample to reagent. 
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Applicant's detecting and relating steps are taught by Examples 1-3 (col. 4, In. 33 - 
col. 5, In. 11) which teaches making calcium ion concentration measurements. 

The van der Waal et al. reference does not mention a hand meter that can interface with 
the reagent test strip; however, adapting a reagent test strip so interface with and be read by a 
hand meter was known at the time of the invention as shown by the abstract and Figure 3 of the 
Nankai et al. reference and the abstract and Figure 1 of the North et al. reference. It would have 
been obvious to one with ordinary skill in the art at the time the invention was made to adapt the 
reagent test strip so that it can read by a hand meter as taught by the Nankai et al. reference and 
the North et al. reference because if the reagent test strip can be read by a hand meter it will be 
more convenient to use and on-site results of the measurements can be readily obtained. 

14. Claim 17 is rejected under 35 U.S.C. 103(a) as being unpatentable over van der Wal et al. 
(US 5,238,548) in view of Leader et al. (US 5,421,981) and Savage (US 5,284,570). 

Addressing claim 17, the van der Wal et al. reference teaches a reagent-coated substrate 
for use in determining the concentration of an analyte in a physiological sample, comprising 

a reagent test strip prepared (as required by claim 8) by 

coating substrate with reagent in solution (col. 4, 11. 50-59), and 

exposing the solution to radiant energy provided by at least one radiant energy heater 
(col. 4, 11. 50-59, especially col. 4, 11. 41-43). 

The van der Wal et al. reference does not mention a substantially uniform dried reagent 
thickness; however, it would have been obvious to one with ordinary skill in the art at the time 
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the invention was made to make the dried reagent layer uniform because this will increase the 
likelihood of uniform exposure of sample to reagent. 

The van der Wal et al. reference also does not mention providing a reagent test strip in a 
kit that also includes directions for use, a means for obtaining a physiological sample and an 
analyte standard. 

The Leader et al. reference and the Savage et al. reference teach providing in a kit for a 
reagent test strip means for obtaining a physiological sample and an analyte standard (in the 
Leader et al. reference seethe abstract; Figure 1; col. 14, 11. 1-4; and col. 14, 11. 34-41. in the 
Savage et al. reference see the abstract and Figure 4). It would have been obvious to one with 
ordinary skill in the art at the time the invention was made to include in a kit for a reagent test 
strip means for obtaining a physiological sample and an analyte standard as taught by the Leader 
et al. reference and the Savage et al. reference in the van der Wal et al. reference because it is 
more convenient for the person who will use the reagent test strip to have the necessary 
components altogether in a kit so that the reagent test strip can be more quickly set up for use 
than if these components were separately stored. 

As for directions for use, it would have been obvious to provide such directions so that 
the reagent test strip will be properly used. 
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15. Claims 7, 19, and 20 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Hanazato et al. (US 4,894,339). 

Addressing claim 7, the Hanazato et al. reference teaches a method of producing a 
reagent-coated substrate comprising 

coating substrate with reagent in solution (col. 2, 11. 37), and 

exposing the solution to radiant energy provided by at least one radiant energy heater 
(col. 2, 11. 37-47). 

The Hanazato et al. reference does not mention the intensity of the radiant energy; 
however, barring evidence to the contrary, such as unexpected results, choosing the intensity of 
the radiant energy, such as an intensity within the claimed range, is just a matter of optimizing 
the coating method. The intensity of the radiant energy used will be primarily limited by 
possible damage to the coating or substrate. For example, an excessive intensity of radiant 
energy can damage the reagent, such as an enzyme, directly or indirectly, by excessive heating. 

Addressing claims 19 and 20, the Hanazato et al. reference teaches a method for 
determining the concentration of an analyte in a sample, the method comprising providing a 
reagent-coated substrate prepared (as required by claim 8) by 

coating substrate with reagent in solution (col. 2, 11. 37), and 

exposing the solution to radiant energy provided by at least one radiant energy heater 
(col. 2, 11. 37-47). 

Note that Figures 3C and 5 show a substantially uniform thickness of dried reagent. 
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Applicant's detecting and relating steps is taught by Example 12 (col. 14, 11. 25-36) 
which teaches making glucose ion concentration measurements. 

Although not specifically mentioned, it would have been obvious to one with ordinary 
skill in the art at the time the invention was made to make measurements on a biological sample 
because the Hanazato et al. reference teaches that the reagent test strip can be part of a biosensor 
and can be used for making glucose measurements (col. 3, 11. 30-45 and col. 1, In. 54 - col. 2, 
In. 10). 

16. Claims 14-16 and 21 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Hanazato et al. (US 4,894,339) in view ofNankai et al. (US 5,266,179) and North et al. 
(US 5,221,457). 

Addressing claim 14, the Hanazato et al. reference teaches a method of producing a 
reagent-coated substrate comprising 

coating substrate with reagent in solution (col. 2, 11. 37), and 

exposing the solution to radiant energy provided by at least one radiant energy heater 
(col. 2, 11. 37-47). 

Note that Figures 3C and 5 show a substantially uniform thickness of dried reagent. 

The Hanazato et al. reference also does not mention whether the reagent test strip can be 
read by a hand meter; however, adapting a reagent test strip so that it can be read by a hand 
meter was known at the time of the invention as shown by the abstract and Figure 3 of the 
Nankai et al. reference and the abstract and Figure 1 of the North et al. reference. It would have 
been obvious to one with ordinary skill in the art at the time the invention was made to adapt the 
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reagent test strip so that it can read by a hand meter as taught by the Nankai et al. reference and 
the North et al. reference because if the reagent test strip can be read by a hand meter it will be 
more convenient to use and on-site results of the measurements can be readily obtained. 

Addressing claim 15, the Hanazato et al. et al. reference teaches a system for 
determining the concentration of an analyte in a physiological sample comprising a reagent test 
strip prepared (as required by claim 8) by 

coating substrate with reagent in solution (col. 2, 11. 37), and 

exposing the solution to radiant energy provided by at least one radiant energy heater 
(col. 2, 11. 37-47). 

Note that Figures 3C and 5 show a substantially uniform thickness of dried reagent. 

The Hanazato et al. reference does not mention a hand meter that can interface with the 
reagent test strip; however, adapting a reagent test strip so interface with and be read by a hand 
meter was known at the time of the invention as shown by the abstract and Figure 3 of the 
Nankai et al. reference and the abstract and Figure 1 of the North et al. reference. It would have 
been obvious to one with ordinary skill in the art at the time the invention was made to adapt the 
reagent test strip so that it can read by a hand meter as taught by the Nankai et al. reference and 
the North et al. reference because if the reagent test strip can be read by a hand meter it will be 
more convenient to use and on-site results of the measurements can be readily obtained. 
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Addressing claim 16, the reagent test strip being received by the meter is shown in 
Figure 2 of the Nankai et al. reference and implied by col. 2, 11. 39-42, which teaches that the 
sensor can be inserted into the meter. 

Addressing claim 21, the Hanazato et al. reference teaches a method for 
determining the concentration of an analyte in a sample, the method comprising providing a 
reagent-coated substrate prepared (as required by claim 8) by 

coating substrate with reagent in solution (col. 2, 11. 37), and 

exposing the solution to radiant energy provided by at least one radiant energy heater 
(col. 2, 11. 37-47). 

Note that Figures 3C and 5 show a substantially uniform thickness of dried reagent. 

Applicant's detecting and relating steps is taught by Example 12 (col. 14, 11. 25-36) 
which teaches making glucose ion concentration measurements. 

The Hanazato et al. reference does not mention a hand meter that can interface with the 
reagent test strip; however, adapting a reagent test strip so interface with and be read by a hand 
meter was known at the time of the invention as shown by the abstract and Figure 3 of the 
Nankai et al. reference and the abstract and Figure 1 of the North et al. reference. It would have 
been obvious to one with ordinary skill in the art at the time the invention was made to adapt the 
reagent test strip so that it can read by a hand meter as taught by the Nankai et al. reference and 
the North et al. reference because if the reagent test strip can be read by a hand meter it will be 
more convenient to use and on-site results of the measurements can be readily obtained. 
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17. Claim 17 is rejected under 35 U.S.C. 103(a) as being unpatentable over Hanazato et al. 
(US 4,894,339) in view of Leader et al. (US 5,421,981) and Savage et al. (US 5,284,570). 

Addressing claim 17, the van der Wal et al. reference teaches a reagent-coated substrate 
for use in determining the concentration of an analyte in a physiological sample, comprising 

a reagent test strip prepared (as required by claim 8) by 

coating substrate with reagent in solution (col. 2, 11. 37), and 

exposing the solution to radiant energy provided by at least one radiant energy heater 
(col. 2, 11. 37-47). 

Note that Figures 3C and 5 show a substantially uniform thickness of dried reagent. 

The Hanazato et al. reference also does not mention providing a reagent test strip in a kit 
that also includes directions for use, a means for obtaining a physiological sample and an analyte 
standard. 

The Leader et al. reference and the Savage et al. reference teach providing in a kit for a 
reagent test strip means for obtaining a physiological sample and an analyte standard (in the 
Leader et al. reference seethe abstract; Figure 1; col. 14, 11. 1-4; and col. 14, 11. 34-41. in the 
Savage et al. reference see the abstract and Figure 4). It would have been obvious to one with 
ordinary skill in the art at the time the invention was made to include in a kit for a reagent test 
strip means for obtaining a physiological sample and an analyte standard as taught by the Leader 
et al. reference and the Savage et al. reference in the Hanazato reference because it is more 
convenient for the person who will use the reagent test strip to have the necessary components' 
altogether in a kit so that the reagent test strip can be more quickly set up for use than if these 
components were separately stored. 
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As for directions for use, it would have been obvious to provide such directions so that 
the reagent test strip will be properly used. 



Allowable Subject Matter 

18. Claim 2 is objected to as being dependent upon a rejected base claim, but would be 
allowable if rewritten in independent form including all of the limitations of the base claim and 
any intervening claims. 

19. Claims 3 and 6 would be allowable if rewritten to overcome the rejection under 

35 U.S.C. 112, second paragraph, set forth in this Office action and to include all of the 
limitations of the base claim and any intervening claims. 



20. The following is a statement of reasons for the indication of allowable subject matter: 

a) Claim 2 requires airflow sufficient only to break a vapor barrier of the solution is 
directed at the solution while exposed to the radiant energy. Although the Shieh et al. reference 
does teach using airflow, it does not teach using airflow in conjunction with radiant energy to dry 
the reagent solution. The Shieh et al. reference only discloses airflow and radiant energy as 
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alternative means for drying the reagent solution (col. 12, 11. 23-39). In the van der Wal et al. 
reference the reagent solution is in a nitrogen atmosphere while exposed to the radiant energy 
(col. 4, 11. 58-59 and col.5, 11. 9-10). The Hanazato et al. reference does not mention using 
airflow to dry the reagent solution. Although the reagent solution appears to be in an air 
atmosphere while exposed to eth radiant energy, the air is not being caused to flow so as to only 
break a vapor barrier of the solution; 

b) Claim 3 requires the substrate to be provided in a roll and fed past the radiant energy 
source. Neither the Shieh et al. reference, the van der Wal et al. reference, nor the Hanazato et 
al. reference teach these limitations. Each of these references only teaches preparing an 
individual substrate. The Shieh et al. reference, for example, teaches dip coating a wire into 
solution and then drying. 

The Wogoman et al. reference teaches feeding a substrate in a roll, coating it with 
solution, and then drying it with radiant energy (the abstract; Figure 4; and col. 11, 11. 40-45). 
However, in the Wogman et al. reference the coating prepared as just described is a membrane 
solution for a glucose permeable membrane. The reagent (glucose oxidase) in the Wogoman et 
al. reference is chemically attached to the working electrode before the membrane is coated onto 
the substrate. It would not have been obvious to substitute the membrane of the Shieh et al. 
reference for that of the Wogoman et al. reference because the Shieh et al. reference is directed 
to an ion sensor. It would not have been obvious to substitute the membrane of the Hanazato et 
al. reference or the membrane of the van der Wal et al. reference for that of the Wogoman et al. 
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reference because the Hanazato et al. reference or the membrane and the van der Wal et al. 
reference use ISFET's (Ion Sensitive Field Effect Transistors); and 

c) Claim 6 appears to properly depend from allowable claim 3 (see the rejection of 
claim 6 under 35 U.S.C. 112, second paragraph, above). 

21. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to ALEX NOGUEROLA whose telephone number is (703) 305- 
5686. The examiner can normally be reached on M-F 8:30 - 5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, NAM NGUYEN can be reached on (703) 308-3322. The fax phone number for the 
organization where this application or proceeding is assigned is (703) 872-9306. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is (703) 308-0661. 




